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Food and Drug Administration

- TO Whom It May Concern:

I am writing to you today with concern of the study, A Multlcenter Randomized
Dose Response Study of the Safety, Clinical and Immune Response of Dryvox
Administered to Chlldren 2t0 5 years of age. ,

1 learned of this study through several artlcles of whlch I have Trecently read. With
the information I have attained from these articles, I have come to the conclusion that for
many reasons, this study should not be d
years old will be taken out of schools ¢
the smallpox vaccine. Throughout the m
see if diluted doses of this vaccine will be sufficlent in preventmg the Smallpox Virus.
The children will be expected to have a bandage covering the injection site for the whole
month without touching it. If the child by any chance touches the injection site, and then
touches his or her mouth, eye, or another person, that child, and the other person could be
infected with the actual Smallpox virus. I feel that this plan to test the vaccine in young
children is severely flawed. There are many other issues dealing with the safety, health
and the well being of the chﬂdren that must be taken into greater eons1deranon

ycares for one month and be administered

One reason why this study should not be camed out w1thout more reseaxch anc}m , ‘
information is that this study will affect these chil in all aspects of their lives for the
whole month. This study is completely unethmal These children don’t understand the

risks and side affects this vaccine may have on ‘them if they do not follow doctor’s =

instructions. There are seri s 1i ks involved in this study, and if anything goes wrong,
death can be the result. “It may be unethical to test in healthy children a vaccine that
could cause a life threatemng reaction when the children probably won’t benefit from it —
unless a bio-terrorist attacks with smallpox.” This quote was mentioned in an article
written by Lauran Neergaard, AP Medical Writer. The reason why this testing was even
taken into thought is because President Bush feels that terrorist 'ght have gotten a hold
of the virus and could use it against us in an attack. There have no Smallpox
outbreaks in the world since the early 1970’s, and if terrorists never attack wrth the
smallpox virus, then this whole
need to treat Smallpox unless this happens.

Another reason why we should not test thhout more research is that the
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children’s social and academic progress will be put on hold for a Whole mo h zTh‘e ages R
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y, Forty children ages two to five

‘scientists will be studying these childrento

study would have been 2 foolish waste since we wﬂl ot



of 4 and 5 especially, are crucial in the development of a young child’s social and
academic progress. I have not read anything about what the FDA proposes todo in
regards to education and socialization of the children. Are the children going to be
isolated from all friends and family for the whole month, are they going to be kept in
hospitals, who is going to care for them while their parents go to work, how will these
children stay caught up with school. These are Just a few of the many questlons 1 have as
well as the rest of the public. If I were to consider participating my child i ina study with
so many risks I would need to know all of the facts and technicalities of it.

Though there are many opposing arguments to the Smallpox vaccine, we may
also benefit from this research in the future. If by chance we were to have a bio-terrorist
attack, we would know how this vaccine affected children and we would be prepared.
Also it would put parents at ease about giving thelr children the vaccine because they
would now all of the side affects and risks that go along with it. Dr. Julia McMillan of

..Johns Hopkins University, a spokeswoman for the American Academy of Pediatrics said,

“I would certainly want these trials to be conducted before I would want my child to be
vaccinated.” But on the other hand, to avoid even having to test on children, if we are hit
with an attack, we could administer the vaccine through Ring Vaccination. “ Ring
vaccination controls an outbreak by vaccinating and monitoring a ring of people around
each infected individual” (American Academy of Pedlatncs) ‘ ‘

In conclusion, 1 beheve that the study of vaccmatmg forty chlldren ages two to
five is highly unethical, this study has many unanswered questions of what will be done
about the children’s social and academic progress for that month, we will not need to use
this information unless there 1s a blo-terronst attack and there are also other alternatxves ‘
if we do end up having a Smalipox outbreak. As you can see, there are still many flaws in
this plan that need to be looked over. Instead of puttmg these children’s lives at risk
please take my thoughts into consideration in rewsmg the plan to test the Smallpox
vaccine on these children.

~ Sincerely,

Lauren Devme




